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- For use by user-facilities, [Te—
¥ distributors and manufacturers for
MED AI CI__ MANDATORY regorting -
THE FDA MEDICAL PRODUCTS KEP?RTINC PROGRAM Page of FDA Use Only

A. Patient information C. Suspect medicatio(s) '

1. Patient identifier {2. Age at time 1. Name (give labeled strength & mir/labeler, if known)
of event;
or [ temaie ibs #
Date
. male #2
In confidence oo - 2. Dose, frequency & route used 3. Therapy dates (il unknown, give duration)
B. Adverse event or product problem S " iomvio forbest estmael '
1. D Adverse event  and/or |:] Product problem (e.g., defects/malfunctions) # #
2. Outcomes attributed to adverse event
{check all that apply) (] disaiity # #2
D death D congenital anomaly 4. Diagnosis for use (indication) 5. Eventabated after use
TP o ) 1 stopped or dose reduced
3 . [ [:] required intervention to prevent #
[ ite-threatening permanent impairmentidamage #1 T Jyes [no Dgggfy“"
[} hospitatization ~ initial or prolonged [ ] other: #2
doesn't
6. Lot# (if known) 7. Exp. date (if known) #2 Dyes Dno Dapp?y
3. Date of 4. Date of
event this report # #1 8. Event reappeared after
(moidaylyr) (maidaylyr) reintroduction
5. Describe event or problem #2 #2 # [:]yes D o Ddoe y"'t
9. NDC # ~ for product probiems only (if known)
- - #2 [dyes [Jno []gggpn
10. Concomitant medical products and therapy dates (exclude treatment of event)
D. Suspect medical device
1. Brand name
2. Type of device
3. Manufacturer name & address 4. Operator of device
[:] health professional
|:| fay user/patient
[:] other:
5. Expiration date
6. {mo/daylyr)
imodel #
. If implanted, give date
8. Relevant testsiiaboratory data, including dates catalog # 7. Ifimplanted, g
serial #
8. If explanted, give date
lot # {moldayiyr)
other #
9. Device available for evaluation? .{Do not send to FDA)
[:I yes [:] no D returned to manufacturer on
{mo/dayhye
10. Concomitant medical products and therapy dates (exclude treatment of event)
7. Other relevant history, including preexisting medicai conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
E. Initial reporter
1. Name & address phone #
Submission of a report does not constitute an 2. Health protessionai? |3. Occupation 4 lsrg‘l‘l;'!:' ;:ggﬂtgr Fail)s:
i > ‘5 admission that medical personnel, user facility, [:] yes E] no
r distributor, manufacturer or product caused or D yes D no [:] unk
contributed to the event.
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Medication and Device
Experience Report
(continued)

Refer to guidelines for specific instructions Page ____of FOA USe Only

F. Foruse by user facility/distributor~devices enly H. Device manufacturers only :

Submission of a report doss not constitute
an admission that medlcal personnel, user
facility, distributor, manufacturer or product
caused or contributed to the event.

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
Public Health Service - Food and Drug Administration

1. Check one 2. UFIDist report number 1. Type of reportable event 2. If follow-up, what type?
E] user facility C] distributor D death D correction
3. User tacility or distributor name/address D serious injury D additional information
(O maltunction (see guidelines) [ response to FDA request
] ower: T device evaluation
3. Device evaluated by mfr? 4. Device manutacture date
{mofyr)
Dnot returned to mir.
4, Contact person 5. Phone Number (dyes [ evatuation summary attached
5. Labeled for single use?
[:]no (anach page to explain why not)
or provide code: Oyes O
6. Date user facility or distributor}7. Type of report 8. Date of this report
became aware of event . {moidayfyr)
(mokiayyn D Initial 6. Evaluation codes (refer %o coding manual)
O sotowup #
. o (L H ]
9. Approximate |10. Event problem codes (refer to coding manual)
age of device patient
Eoee | - s | M ]
device 5
ot - - s | b Mo M L]
11. Report sent to FDA? 4112. Location where event occurred
Cyes [ rospitat outpatient 7. If remediat action initiated, 8. Usage of device
Oro framenyd [ home T check type [ nitat use of device
Clnusinghome [ ambutatory Orecat [ notification use o
13. Report sent to manufacturer? outpatent surgical facility ‘ [ reuse
O yes treatment facity Qe [ " O unknown
{mo/da r eplace i
D no "o [Jote O« (] patient monitoring 9. If action reported to FDA under
i Manufem “mcladd relabeling modificationy 21 USC 360i(), llstoorrectlodremoval
anufacturer n; address g N Dad] reporting number:
other:

10.[:] Additional manufacturer narvative  andior 11, E] Corrected data

G. All manufacturers '

1. Contact office — namefaddress (& mfring site for devices) 2. Phone number
3. Report source
{check all that apply)
[ toreign
0 sty
O titerature
D consumer
] neatth
4. Date received by manufacturer | 5. professional
{rafseriy (AINDA # D user facility
IND # [ company
6. IfIND, protocol #
PLA # representative
[ distrioutor
7. Type of reggn pre-1938 D yes [:] other:
{check ali that apply) oTC D
yes
product
[Jsday [J 15day

D 10-day D periodic
D {nitiat [:] follow-up #

9. Mfr. report number

8. Adverse event term(s)

Niorl e U 133 been o DS Cloarance Officer. P13 Please do NOT retum this form
hour per response, including the Ume ( xigting data 0%,  Hi H. Hum Bullding, Room T21-8 ome

gatheriag snd taining the dsts mo‘:!’od. snd g snd ':n of infor- 200 independence vao, w. s ot Mo mmmlmu to either of these addresses.
ml:u Send your g q bl ummwumm ww{ ;:\.DC 20201 .wngmoc
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